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Clinical trial of budesonide and formoterol fumarate powder for inhalation in the

treatment of elderly patients with cough variant asthma
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Abstract; Objective

budesonide and formoterol fumarate powder for inhalation combined with

To compare the effects of different doses of

montelukast sodium tablet in the treatment of cough variant asthma
(CVA) and the improvement of airway function and inflammatory

factors. Methods
randomly divided into group A and group B. Both groups of patients

Elderly patients with cough variant asthma were

received budesonide and formoterol fumarate powder for inhalation
combined with montelukast sodium tablet. Group A was given budesonide
and formoterol fumarate powder for inhalation ( I ), 2 inhalation per

time, twice a day; Group B was given budesonide and formoterol fumarate
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powder for inhalation, 4 inhalation per time, twice a day; budesonide fumatrol inhalation powder mist for continuous
treatment for 6 months, and montelukast sodium tablet 10 mg once a day for at least 3 months. The nighttime cough
scores of the two groups were compared before treatment and after treatment. The percentage of forced expiratory volume
in one second (FEV,) in the predicted value, the maximum mid expiratory flow ( MMEF) , the fractional exhaled nitric
oxide (FeNO) , interleukin —5 (IL -5) and eosinophils were compared between the two groups. The incidence of
adverse drug reactions and the recurrence rate within 1 year were compared between the two groups. Results A total
of 45 cases were enrolled in both the group A and the group B. At 9 months after treatment, the nocturnal cough scores
of the group A and the group B were (0.93 £0.42) and (0.65 £0.29) points, respectively; the percentage of FEV,
in the predicted value were (97.75 £9.67)% and (100.93 + 11.06) % , respectively; the MMEF values were
(2.81 +1.04) and (3.08 £1.09) L - s ' respectively; the FeNO values were (18.94 +9.75) and (15.94 +7.96)
ppb, respectively; the IL =5 levels were (10.88 +7.06) and (8.11 +5.56) pg - mL ™", respectively. The above
indicators in group B showed statistically significant differences compared to group A (all P <0.05). The total
incidence of adverse drug reactions in group A and group B were 8. 89% (5 cases/45 cases) and 13.33% (6 cases/
45 cases) , respectively. The recurrence rates was 15.56% (7 cases/45 cases) and 13.33% (6 cases/45 cases) ,
respectively. There was no statistically significant difference in the above indicators between group B and group A (all
P >0.05). Conclusion For elderly patients with CVA, higher dose of budesonide and formoterol fumarate powder for
inhalation combined with montelukast sodium tablet can better improve cough symptoms, reduce the level of airway
hyperresponsiveness and inflammatory factors, reduce the recurrence rate, and the patients are well tolerated.

Key words: budesonide and formoterol fumarate powder for inhalation( II ) ; montelukast sodium tablet; cough variant
asthma; dose; elderly patients; small airway function
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Table 1 Comparison of general data between two groups (x +s)

Item A (n=45) B(n=45)
Sex (n, %)

Men 27(60.00) 23(51.12)

Women 18(40.00) 22(48.88)
Age(year) 66.36 +6.49  66.41 £5.98
Disease course ( month) 3.86 £1.21 3.47+£1.73
Systolic blood pressure ( mmHg) 120. 54 £32.22 121.45 +32.45
Diastolic blood pressure ( mmHg) 98.24 £8.64  99.11 +8.78

Group A: Budesonide and formoterol fumarate powder for inhalation( I ),
2 inhalation per time, twice a day, montelukast sodium tablet 10 mg; Group
B: Budesonide and formoterol fumarate powder for inhalation, 4 inhalation

per time, twice a day, montelukast sodium tablet 10 mg.

R2 2 QURE G LB (2 £5,50)

Table 2 Comparison of cough scores between two groups (x *s,

point )
Day cough Night cough
Group Time
score score

A(n=45) Before treatment 2.26 £0.57 2.87 £0.22

3 months after treatment 0. 68 £0.38* 0.95 +0.44 *

6 months after treatment 0.58 +0.23* 0.61 £0.24 *

9 months after treatment 0.74 +0.36* 0.93 £0.42*
B(n=45) Before treatment 2.13£0.61 2.76 £0.26

3 months after treatment 0.52 £0.41* 0.73 £0.46 *
6 months after treatment 0.47 £0. 19* 0.49 £0.20*
9 months after treatment 0.51 0,27 * 0. 65 0. 29 **

Compared with before treatment in the same group, * P <0.05; Compared

with group A at the same time, *P <0. 05.
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Table 3

Comparison of lung ventilatory function between two

groups(x +5)

FEV, as a percentage

. MMEF
Group Time of the expected 1
(L-s™)
value (% )
A (n=45) Before treatment 94.06 £11.02 2.23 +1.01

3 months after treatment 94.66 +10.14  2.37 +0.98

6 months after treatment 96.84 +9.73* 2.67 £1.11*
9 months after treatment 97.75 +9.67* 2.8l +1.04*
94.73 £10.83  2.16 +0.97

3 months after treatment 95.98 +11.42  2.63 +1.12

6 months after treatment 101. 31 +£10. 74 *#3.19 £0.94 *#
9 months after treatment 100. 93 +11. 06 *#3.08 £1.09 *#

B(n=45) Before treatment

Compared with before treatment in the same group, * P <0.05; Compared
with group A at the same time, *P <0. 05; FEV, ; Forced expiratory volume

in one second; MMEF : Maximum mid expiratory flow.

x4 2HBEWTLRLEALE(FeNO) AN R -5(IL -5) FRERR AL NAR ( Eos ) I LLEL (% £ 5)
Table 4 Comparison of the fractional exhaled nitric oxide(FeNO) ,interleukin 5 (IL —5)and eosinophils (Eos) between two groups(x +s)

Group Time FeNO( ppb) IL-5(pg - mL~") Eos( % )

A (n=45) Before treatment 23.26 £10. 24 18.35 £13.42 3.25 +£2.06
3 months after treatment 19.45 £9.84 " 13.75 £9.48 " 2.92 +1.94
6 months after treatment 18.82+£9.06 " 11.79 £7.61 " 2.66 £1.59
9 months after treatment 18.94 +9.75* 10. 88 +7. 06 * 2.58 1. 66

B (n=45) Before treatment 22.36 £10. 41 19.21 £14.07 3.31 £2.27
3 months after treatment 17.18 +8.54 *# 11.93 £8.66 * 2.74 £1.98
6 months after treatment 16.30 +8.21 *# 8.52+5.92*" 2.48 £1.37
9 months after treatment 15.94 £7.96 " * 8. 11 +5.56** 2.37 £1.54

Compared with before treatment in the same group, * P <0.05; Compared with group A at the same time, *P <0. 05.
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